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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action or the MPEP. 

Claim Rejections - 35 USC §112 

Claims 1-6, 8-16, 18-23 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claims 1 and 12, it is unclear what is meant by "biological moiety that 
produces a biological response." Clearly applicant is entitled to characterize the 
"biocompatible block" as a biological moiety since applicant is entitled to be their own 
lexicographer, however, modifying the "biological moiety" by requiring that it produce a 
"biological response" raises uncertainty. First, "biological response" is not defined in the 
specification. Secondly, these polymers are merely characterized as "biocompatible 
moieties" in the published application, [0040] of 2005/0025799 A1 . Simply because a 
block polymer component is biocompatible does not mean that it produces a biological 
response. A biological response implies that there is a drug delivery, enzyme, etc., for 
example, however, this feature is not required until claim 9, which requires a biologically 
active agent. This further complicates the meaning because it is unclear if applicant is 
implying that the active agent is conjugated to the biological moiety. Accordingly, the 
claims are unclear. Applicant could correct the claims by deleting the requirement that 
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the biological moiety produce a biological response, or characterize the block as 
described in the specification, merely that it is biocompatible. 

Further regarding claim 23, to make this claim properly dependent upon claim 1 , 
applicant must state that the coating further comprises phosphoryl choline or 
polyaspirin. Note is made of applicant's disclosure in published paragraph [0048] and 
the restriction applied by the European Patent Office (See "NPL Documents" dated 
07/11/2005, page 6). 



Claim Rejections - 35 USC § 102 

Claims 1, 3-6, 8, 12, 14-17, 19 are rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by Sakkers et al., "Assessment of bioactivity for orthopedic coatings 
in a gap-healing model" with reference to "PolyActive™" factsheet. Sakkers discloses 
on page 266 of the reference, under the heading "Implant materials", that implants were 
coated with "Polyactive™ 30-70. The fact sheet discloses that PolyActive^'^ is a 
multiblock copolymer based on PEG, poly(ethylene glycol) and PBT, poly(butylenes 
terephthalate). Accordingly, this anticipates the claimed poly(ethylene-glycol)-block- 
poly(butylenes terephthalate) of claims 8 and 19. 

Note that multiple references may be used in a rejection under 35 U.S.C. 102. 
See MPEP 2131.01, entitled, "Multiple Reference 35 U.S.C. 102 Rejections." The 
secondary reference is being used to explain the meaning of PolyActive™ as used in 
the first reference. Note is also made of applicant's disclosure of PolyActive™ in 
paragraph [0045] in the published application. 
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Claims 1-5, 9, 12-16, 20 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Loomis, US 6,005,020. Note the block copolymer formula in column 4, 
lines 3-34. The "A" polymers are disclosed in column 5, lines 26-39, the "B" polymers 
are disclosed in column 5, lines 47-57. Note the disclosure of poly(ester-amides) at 
column 5, line 30; polylactic acid at column 5, line 37; poly(ethylene) oxide at column 5, 
line 55. See claim 7 which discloses the polymer used as a coating on a stent. See 
also column 7, lines 50+. Regarding claims 9 and 20, see column 6, lines 53+. 

Claims 1-6, 8-10, 12-17, 19-22 are rejected under 35 U.S.C. 102(e) as being 
clearly anticipated by Helmus et al., US 6,730,313. See especially column 19, lines 6- 
20, disclosing the block copolymer hydrogel coating compising a hydrolytically labile 
extension such as polylactic acid, while the water soluble block may comprise 
poly( ethylene glycol). Note that the block copolymer preferably comprises a "water 
soluble central block segment sandwiched between two hydrolytically labile extensions." 
See column 19, lines 12-13. This anticipates the claimed poly(lactic acid)-block- 
poly(ethylene-glycol)-block-poly(lactic acid) block copolymer of claim 8 and 19. These 
coatings may be applied to stents (column 6, line 40). See also column 6, lines 45-47. 
Regarding claim 10, see column 8, lines 55+ regarding covalent attachment of bioactive 
materials. 

Claims 1 and 23 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Hossiany et al., US 2004/0253203. See the entire document. 

The applied reference has a common inventor(s) with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
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under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Allowable Subject Matter 

Claims 1 1 and 22 would be allowable if rewritten to overcome the rejection(s) 
under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of 
the limitations of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: Regarding claims 1 1 and 22, the closest prior art is the patent to Michal et al,, 
US 7,070,798, which discloses conjugated diazenium diolate (column 2, lines 19-21) 
which may be used as a coating for stents (column 5, line 6), however, there is no 
disclosure or suggestion of the claimed block copolymers. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon E. Kennedy whose telephone number is 
571/272-4948. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571/272-8373. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Sharon E. Kennedy 
Primary Examiner 
Art Unit 1615 



